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510(k) SUMMARY APR 29 ?P
Sensor Medical Technology LLC

Family of Disposable Lenses

510(k) Owner
Sensor Medical Technology LLC
23175 2 24 1h Place SE
Maple Valley, WA 98038
Phone: (425) 358-7381
Contact Person: Louise Cuiham, Ph.D.

Submission Correspondent
Maureen O'Connell
O'Connell Regulatory Consultants, Inc.
5 Timber Lane
North Reading, MA 01864
Phone: (978) 207-1245
Facsimile: (978) 824-2541

Date Prepared: February 11, 2014

Trade Name of Device

Sensor Medical Technology Family of Disposable Lenses

Common or Usual Name
Gonioscopic Prisms and Diagnostic Condensing Lens

Classification Name and Regulation
Gonioscopic Prisms
21 CFR 886.1660, HKS
Ophthalmic Panel

Diagnostic Condensing Lens
21 CFR 886.1380, HJL
Ophthalmic Panel

Predicate Devices
Sensor Family of Ophthalmic Lenses (K102371)

Device Description
The Sensor Medical Technology Family of Disposable Lenses is a family of
diagnostic and therapeutic contact lenses use for eye examination and
therapy of intraocular abnormalities. The Family consists of 14 lenses
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:Nin' clu'ding the following: Fundus Lens, 4 Mirror Gonioscopy Lens, Single
Mirror Lens, 3 Mirror Lens, Iridotomy Lens, Capsulotomy Lens, Retina 90
Lens, Retina 165 Lens, Retina 180 Lens, Indirect Lenses: 90 D, 78 D, 60 D,
28 D and 20 D.

The Family of Ophthalmic Lenses is designed around the classic Goldmann
contact lens. Each model lens is of similar design, but provide different
optical elements to provide excellent visualization of the ocular anatomical
areas for the particular intended use. When used in conjunction with a slit
lamp, the ophthalmic lenses provide a binocular and stereoscopic view of the
specific optical region of the eye.

The lenses are provided sterile for single use.

Intended Use / Indications for Use
The Family of Disposable Lenses are a family of diagnostic and therapeutic
contact lenses used in the examination of the eye fundus, retina and irido-
corneal and vitreous bodies and for the laser therapy of intraocular
abnormalities.

Substantial Equivalence
Sensor Medical Technology LLC believes that the Family of Disposable
Lenses described in this notification and for use under the conditions of
proposed labeling is substantially equivalent to the Sensor LLC Family of
Ophthalmic Lenses found to be 510(k) Exempt in K102371. The Family of
Disposable Lenses has the same indications for use and similar intended use,
similar principles of operation, and similar technological characteristics as
the prior version of this product that was found to be 510(k) Exempt. The
major difference between the prior version of the product and the version
presented in this 510(k) is that the Family of Ophthalmic Lenses described in
K102371 were reusable while the lenses described here are provided sterile
for single use. Sterility and shelf life testing is provided to demonstrate that
the product is as safe and effective as the predicate device and is therefore,
substantially equivalent.

Performance Data
Sterilization validation testing was performed which showed that the Family
of Disposable Lenses met the sterilization requirements specified in the
sterilization validation protocol. Shelf life testing was performed which
confirmed a 24 month shelf life.
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Sensor Medical Ieehnologv. I.I.C
c/o Ms. Maureen O'Connell
RegUlatory Consultant
O'Connell Regulatory'Consultus. I1nc.
5 limber Lane
North Reading. MA 01864

Re: K 140368
Tradc/lDeviee Name: Sensor Medical lchnologv 11C F-amily oflDisposablc Lenscs
Regulation N umbner: 2 1C FR 886.1I660
Regulartion Name: (ionioscopic Prismns
Regulabory Class: Class I
Product C ,ode: IIKS
Dated: March 4. 2014
Received: March 5. 2014

Dear Ms. O'Connell.

We have reviewved Nour Section 5 10(k) piremarket nouification of intent to market the device
referenced above and have determined the device is suibstantially equivalent (for the indications
for use slated in [lie enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassilied in accordance wvith the provisions of the Federal Food. lDrug.
and Cosmetic Act (Act) that do not require approval of a preniarket approval application (PM A).
You may. thereibre. market the device. Subject to the general controls provisions ol the Act. The
general controls provisions olihe Act include requirements lor annual registration, listing of'
devices, good ma1,nibturing practice. labeling, and prohibitions against misbranding and
adulIeration. Please note: CDI) I does not evaluate in fbrrnat ion related to contract li abil it)'
warranties. We remind You. ho%%ever. that device labeling must be truthful and not misleading.

ir your device is classified (see above) into either class 11 (Special Controls) or class Ill (P)MA).
it may be Subject ito additional controls. lixisting; major regulations a ffeeting your device can be
foun ud in thle Code of Federal Regulation1s. I ill e 2 1 . Parts 800 to 898. In add it ion. FDA may
publish fuirther announcements concerning your device in the Federal Register.

Please be advised dhat FDA'~s issuance ofa substantial eqluivalence determination does not mean
that FDA hats made at determination that your device complies with other reqtuirements of the Act
or any Federal statutes and regulations administered by other Fecderal agencies.
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You must comply with all the Act's requirements, including, but not limited to: Registration and
listing (21 CFR Part 807); labeling (21 CFR Pant 801); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitv://ww,.fda,i,,ov/Medical Devices/Resourecsf'orYoui/liduistrv/detbult.html. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21I CFR Part
807.97). For questions regarding the reporting of adverse events under the MDRI regulation (21
CFR Part 803). please go to
hitV://w% vw.fdai.tmcv/MedicuilI)cvices/Sul'cv%/Reotailrobleirn/delitult.htmi for the CDRH's Office
of Surveillance and Riometrics/IDivision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7 100 or at its Internet address
http://www.l'da.,,ov/N'icdical l)cviccs/Resouirccs ft~-oryo/ndustrv/de~hilt.h(m.

Sincerely yours,

Deborah L. Falls -S
for Malvina B3. Eydelman, M.D.

Director
Division of Ophthalmic and Ear,

Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if knowvn)
K 140368

Device Name
Sensor Medical Technology Family of Disposable Lenses

indications for Use (Descibe)
The Sensor Medical Technology Family of Disposable Lenses are a family of diagnostic and therapeutic contact lenses

used in the examination of the eye fundus, retina and iido-corneal and vitreous bodies and for the laser therapy of

intraocular abnormalities.

Type of Use (Select one or both, as applicable)

E Prescription Use (Part 21 CFR 801 Subpart D) E Over-The-Counter Use (21 CFR 801 Subpart C)
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Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Leonid Livshitz -S
2014.04.25 14:21:08 -04'00'

This section applies only to requirements of the Paperwork Reduction Adt of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the

time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Adt (PRA) Staff
PRAStaff@fdahhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of

information unless it displays a currently valid OMB number
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